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NOTIFICATION PURSUANT TO
SECTION 6 OF DSHEA

In compliance with Section 6 of the Dietérif? Sc‘ugplen??nt ﬁﬁ%ltk%dﬂgai{o% Act (DSHEA)
and Rule 21 C.F.R. 101.93, this Notification is filed on behalf of the following manufacturer of
Schiff® Maritime Pine Bark Proanthocyanidins Product #12705, #12735, #12741, #12742
and #12786 bearing the statements set out below:

Weider Nutrition International., Inc.
2002 South 5070 West
Salt Lake City, Utah 84104

The text of each structure-function claim for Pycnogenol® is as follows:
(Statement 1) Pycnogenol® is a patented extract from Maritime pine tree bark

containing proanthocyanidins and other similar compounds that are
phytonutrients (plant-based) antioxidants.

(Statement 2)

(Statement 3)

I, Luke R. Bucci, Ph. D., CCN, CNS, Vice President of Research at Weider Nutrition
International ., Inc. am authorized to certify this Notification of behalf of the Company, | certify
that the information presented and contained in this Notification is complete and accurate and that
the Office of Regulatory Affairs at Weider Nutrition International, Inc. has substantiation that
each statement is truthful and not misleading.

DATED this 2,5 # day of MM 199 £

WEIDER NUT?TION INTERNATIONAL, INC.
BY: . K BWA :

DR. LUKE R. BUCCI
Vice President of Research

LT 1157

975-0162 58110



Weider Nutrition International
2002 South 5070 West
Salt Lake City UT 84104

STRUCTURE / FUNCTION CLAIMS
NUTRIENT: Pycnogenol® (Maritime Pine Tree Bark
Proanthocyanidins)

DATE: March 5, 1998 BY: Luke R. Bucci,PhD
Document Name: sfOl pycn.wpd

BRAND, CODE # & PRODUCT NAME(S): Schiff 12705, 12735, 12741, 12742, 12786

Pycnogenol® Maritime Pine Bark
Proanthocyanidins (30/60 caps)

NUTRIENT AMOUNT: 12705/12735 = 30 mg Pycnogenol® per capsule

12741/12742 = 50 mg Pycnogenol® per capsule
12786 = 100 mg Pycnogenol ® per capsule

STRUCTURE/FUNCTION CLAIM:

Pycnogenol is a patented extract from Maritime pine tree bark containing proanthocyanidins
and other similar compounds that are phytonutrients (plant-based) antioxidant. -

@( Buew 3/5/7f

Approved by/ Date

REFERENCES:

1.

2.

Masquelier J, Michaud J, Laparra J, Dumon MC. Flavonoids et pycnogenols. Int J Vit Nutr
Res 1979; 49:307-311.

Tixier JM, Godeau G, Robert AM, Hornebeck W. Evidence by in vivo and in vitro studies
that binding of pycnogenols to elastin affects its rate of degradation by elastases. Biochem
Pharmacol 1984; 33:3933-3939.

Rong Y, Li L, Shah V, Lau BHS. Pycnogenol protects vascular endothelial cells from t-butyl
hydroperoxide induced oxidant injury. Biotechnol Ther 1994-1 995; 5(3&$):117-126.
Masquelier J. Plant extract with a proanthocyanidins content as therapeutic agent having
radical scavenger effect and use thereof, US Patent No. 4,698,360, Oct. 6, 1987.
Cheshier JE, Ardestani-Kaboudanian S, Liang B, Araghiniknam M, Chung S, Lane L,
Castro A, Watson RR. Immunomodulation by Pycnogenol® in retrovirus-infected or
ethanol-fed mice. Pharmacol Left 1996; 58(5):87-96.

Gabor M, Engi E, Sonkodi S. Die Kapillarwandresistenz und ihre Beeinflussung durch
wasserlosliche Flavonderivate bei spontan hypertonischen Ratten. Phlebologie 1993;
22:178-182.

Elstner EE, Kleber E. Radical scavenger properties of leucocyanidins, in Flavonoids in
Biology & Medicine //[: Current /ssues in Flavonoid Research, National University of
Singapore, 1990, 227-235.

Blazso G, Gabor M, Sibbel R, Rohdewald P. Antiinflammatory and superoxide radical
scavenging activities of a procyanidins containing extract from the bark of Pinus pinaster
Sol. And its fractions. Pharm Pharmacol Lett 1994; 3:217-220.

Rohdewald P. Pycnogenol®. Ch 17 in Flavonoids in Health and Disease, Rice-Evans CA,
Packer L, Eds., Marcel Dekker, New York, 1998, 405-419.



